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DETAILED ACTION 
Remarks 

This Office Action fully acknowledges Applicant's remarks filed on August 18 th , 
2009. Claims 1-6, 8-14, and 21-30 are pending. Claims 7 and 15-20 have been 
cancelled. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 8/18/09 
has been entered. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-5, 8, 10, 11, 13, 14, 21 and 25-30 are rejected under 35 U.S.C. 102(b) 
as being unpatentable over Meserol (EP 0254246 A2) in view of Lundsgaard et al. 
(5,525,518), hereafter Lundsgaard. 

Meserol discloses an improved cuvette. Meserol discloses a cuvette 10 in 
combination with a lancet 12, where the cuvette has a top 14 (lid) and a bottom 15, 
closed wall 18, access slot 20 (venting channel connected to the cavity), and a cavity 22 
(for fluid, such as blood) (lines 25-40, col. 4, figs 1-4). Meserol discloses that the cavity 
22 may be filled with a medium such as an optically transparent gel provided with a 
reagent test system (lines 8-21 , col. 5). Meserol also discloses integrally formed optical 
elements, such as light beam 30 from source 32, which passes through the cuvette 
(enclosed input light guide is defined in the optically transmissive portion of the cuvette 
wall 18 where light enters from source 32, and is enclosed within the walls) and is 
reflected by reflecting prism 50 (input reflector at about 45 degrees to the input light 
path) across cavity 22 to reflecting prism 48 (output reflector) and back out through the 
sample cuvette (enclosed output light guide is defined in the optically transmissive 
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portion of the cuvette wall 18 where light is reflected back into enclosed area of cavity 
and out of the cuvette) to optical element 36 (lines 1-42, col. 5; lines 10-41, col. 6, figs 
5&6). Examiner asserts that Meserol discloses the claimed wall structures for forming 
the input and output light guides, as the wall 18 (containing wall structures having top, 
bottom, and opposing side surfaces forming the input and output light guide, 
respectively) is coupled to both reflectors 50 and 48 as seen in figure 5, where the 
reflectors are formed integrally within the wall 18 (lines 10-21, col. 6., for example). 

With regards to claims 1 and 21 , Meserol discloses a lancet for obtaining a 
sample, but does not disclose that the lancet has a second end which deposits the 
sample into the cavity. With regard to claim 2, Meserol discloses a venting channel 20 
but does not disclose that the lancet is positioned within such venting channel. 

Lundsgaard discloses a needle 20 and sampling cavity connected for 
determination of a blood gas parameter in which the needle draws a blood sample 
through aperture 21 and into the conduit 21 down through measuring chambers 300, 
400, 500, 600 (lines 52-67, col. 7, fig. 3). 

It would have been obvious to modify the Meserol device such as taught by 
Lundsgaard to provide the other end of the lancet for deposition of the sample into the 
cavity and within the venting channel in order to allow for direct sample deposition on to 
the test area, so as to avoid any loss of sample incurred from taking the pierced 
patient's skin and wiping sample into the cavity. 
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Claims 6 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Meserol in view of Lundsgaard and in further view of Naka et al. (6,001 ,307), hereafter 
Naka. 

Meserol/Lundsgaard has been discussed above. 

Meserol/Lundsgaard does not disclose reagent provided on the lid. 

Naka discloses an optical analyzing device in which when the covering 5a is 
transparent and light may be irradiated through the covering, a reagent film impregnated 
with a reagent may be stuck on the inner surface of the covering 5a (lines 38-46, col. 
10, fig. 1a-b). 

It would have been obvious to modify the Meserol/Lundsgaard to include reagent 
provided on the lid such as taught by Naka, such that it would be obvious to place the 
reagent on the lid (or any location), in which location the reagent will come into contact 
with the sample solution as desired. 

Claims 12 and 22-24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Meserol in view of Lundsgaard. 

Meserol/Lundsgaard has been discussed above. 

Meserol/Lundsgaard does not disclose the specific dimension of the light guide, 
light transmission segment, main cavity, and venting cavity as recited in the above 
claims. 
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It would have been obvious through routine experimentation to optimize the 
Meserol/Lundsgaard device to the dimensions as recited in the claims in order to 
provide an optimal light path and venting through the device. 



Response to Arguments 

Applicant's arguments with respect to claims 1-6, 8-14, and 21-30 have been 
considered but are moot in view of the new ground(s) of rejection, as discussed above. 

With regard to independent claim 1 , Applicant argues that Meserol fails to teach 
or suggest a format as claimed. Applicant argues that Meserol is directed to a cuvette 
10 with a closed wall 18 that is not a light guide having a wall structure with first and 
second ends as in claim 1 . Applicant argues that the wall 18 does no assist in guiding 
light along an optical communication path as recited in claim 1. 

Examiner asserts that Meserol discloses the claimed wall structures for the input 
and output light guides, as the wall 18(containing wall structures having top, bottom, 
and opposing side surfaces forming the input and output light guide, respectively; as in. 
els. 28&30) is coupled to both reflectors 50 and 48 as seen in figure 5, where the 
reflectors are formed integrally within the wall 18 (lines 10-21, col. 6., for example). 
Examiner further argues that Applicant's argument that the wall 18 of Meserol does not 
assist in guiding light along an optical communication path is unpersuasive. Here, 
Applicant's arguments are drawn to process/functional limitations not afforded 
patentable weight in the claims as the claims are drawn to an apparatus. Meserol is 
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said to read on such guiding as the only positively recited structural element of one of 
the input and output light guides having a wall structure including a first and second end 
coupled to the input or output reflector is taught by Meserol, as discussed above. 
Further, in the functional sense, light is guided through such wall structures as it passes 
from the source, about the reflectors, and back to the detector. Meserol discloses all of 
the positively recited structural elements, Meserol is said to read on the 
process/functionality claimed. As the claims are drawn to an apparatus, Applicant must 
patentably distinguish the claims over the prior art by way of structure and not of 
functions/process. As the function of "...to assist in guiding light along said optical 
communication path" is only preceded by the above structural limitations, which are 
taught by Meserol, Meserol is thereby said to have a wall structure which assists in 
guiding as recited in the claim. 

Applicant further argues that the wall 18 of Meserol is not coupled with an input 
reflector as in claim 1 . Examiner first points out that claim 1 calls for the wall structure 
to be coupled to the input reflector or the output reflector. Secondly, as discussed 
above, the reflectors 50, 48 are integrally coupled with the wall 18, as seen in figure 5. 

Applicant's arguments to the potential scattering of light in the Meserol device 
and the many medium transitions are not commensurate in scope with the claims. 
Applicant's claims to the light guide have not structurally distinguished over the light 
guide of Meserol, and Meserol is said to disclose the light guide as claimed. 

In view of Applicant's amendments to the claims to further recite a lancet in 
communication with the sample cavity, the previous anticipation rejection under 35 USC 



Application/Control Number: 10/694,376 Page 8 

Art Unit: 1797 

102(b) has been removed and the claims now are rejected under 35 USC 103(a) as 
being unpatentable over Meserol in view of Lundsgaard. As discussed above in the 
body of the action, Meserol discloses a lancet for obtaining a sample, but does not 
disclose that the lance is in communication with the sample cavity so as to be adapted 
to collect and deposit test material as claimed. Lundsgaard provides such a lancet with 
the obvious benefit of providing the Meserol device with direct sample deposition on the 
test area so as to avoid any loss of sample incurred from taking the pierced patient's 
skin and wiping sample into the cavity. 

Here, Applicant argues that Lundsgaard is directed to in vitro determination of 
blood gas parameters, and discloses a needle that is typically used for large blood 
sampling. Examiner argues that the disclosure of Lundsgaard is not being applied for a 
needle that may handle large amounts of blood, or for gas analysis, but Lundsgaard has 
been applied as analogous art in the science of blood parameter assaying in which a 
sample is obtained by puncturing with a lancet/needle. As discussed above, the fluid 
communication between the lancet and sampling cavity in Lundsgaard provides an 
obvious modification to Meserol for direct sample deposition to the test area. For these 
reasons, independent claim 1 is rejected under 35 USC 103(a) over Meserol in view of 
Lundsgaard and in further view of Naka, as discussed above in the body of the action. 

With regard to dependent claim 2, Applicant argues that Meserol does not 
disclose a venting channel connected to said sample cavity, wherein said lancet is 
positioned within said venting channel. Applicant's arguments are moot in view of the 
new grounds of rejection, as applied above. Such new grounds of rejection have been 
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applied in view of Applicant's amendments to claim 2. Claim 2 is hereby rejected under 
35 USC 103(a) as being unpatentable over Meserol in view of Lundsgaard, as 
discussed above. 

With regard to dependent claim 28, Applicant argues that Meserol does not 
disclose that the input and output light guides are formed by four-sided wall structures. 
Applicant argues that Meserol discloses a wall 18 that is one-sided and not a light 
guide. Examiner argues that as discussed above, claim 28 is rejected under 35 USC 
103(a) over Meserol in view of Lundsgaard, and Meserol does provide to disclose input 
and output light guides formed by four-sided wall structures. The wall 18 of Meserol is 
not one-sided, as can be clearly seen in figures 1 and 2, for example. The wall 18 of 
Meserol provides top, bottom, and opposing side surfaces. 

As the combination of Meserol in view of Lundsgaard does not have any of the 
purported deficiencies, further rejection of the remaining dependent claims over such a 
combination of prior art is maintained as proper as discussed above in the body of the 
action. 

With regards to independent claims 8 and 25, and all claims depending 
therefrom, Applicant applies the same arguments as those presented above. For the 
same reasons, Examiner maintains the rejection of independent claims 8 and 25 as 
unpatentable under 35 USC 103(a) over Meserol in view of Lundsgaard, in which the 
new grounds of rejection has been applied in view of Applicant's amendments to the 
claims. Subsequent rejections of the remaining dependent claims are maintained under 
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35 USC 103(a) over Meserol in view Lundsgaard, as there are no such purported 
deficiencies in the combination of Meserol in view of Lundsgaard. 

Response to Amendment 

The declaration under 37 CFR 1.132 filed August 18 th , 2009 is insufficient to 
overcome the rejection of claims 1 -6, 8-1 4, and 21-30 based upon prior art of Meserol 
(EP 0254 246 A2) and Lundsgaard (USPN 5,525,518) under 35 USC 102(b) and 35 
USC 103(a) as set forth in the last Office action because: The declaration provided by 
Mr. Paul M. Ripley provides arguments which are directed to the intended use of the 
device and processes/functions of the device which are not afforded patentable weight 
in a device claim. Mr. Ripley's arguments to medium transitions, light scattering, and 
light loss are not persuasive as such arguments are drawn to processes/functionalities 
and are also not commensurate in scope with the claims. The prior art of Meserol 
discloses all of the positively recited elements of the light guide as claimed and is 
thereby capable of such guiding as claimed. The claims as currently recited allow for 
medium transitions to exist in the format and there is no claim language which 
precludes such medium transitions from existing. Applicant's arguments to light loss 
and scattering interfering with an accurate reading are drawn to intended use and 
process limitations which are not afforded patentable weight as the claims are not 
drawn to a method, but are drawn to an apparatus (a format). 
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Examiner notes that in looking at Applicant's figures, medium transitions as 
described by Mr. Ripley also exist in Applicant's format where light may be scattered or 
lost as it passes from the input, across the reflectors, and out through the output guide. 

Further, with regard to the argument that the prior Lundsgaard being directed to 
in vitro determination of blood gas parameters and disclosing a plunger syringe that 
may be typically used for large amounts of blood is unpersuasive over the rejection of 
Meserol in view of Lundsgaard. Examiner argues that the disclosure of Lundsgaard is 
not being applied for a needle that may handle large amounts of blood, or for gas 
analysis, but Lundsgaard has been applied as analogous art in the science of blood 
parameter assaying in which a sample is obtained by puncturing with a lancet/needle. 
As discussed above, the fluid communication between the lancet and sampling cavity in 
Lundsgaard provides an obvious modification to Meserol for direct sample deposition to 
the test area. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NEIL TURK whose telephone number is (571)272-8914. 
The examiner can normally be reached on M-F, 9-630. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

NT 

/Sean E Conley/ 

Primary Examiner, Art Unit 1797 



